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PURPOSE

Most anal yti cal met hods have est abli shed upper and | ower control limts
for CCV's and when the recovery exceeds thoselimts the nethodis
consi dered “out-of -control”. ADEQi s concerned wi th the assunption t hat
t he 'data are not i npacted', as reported by | aboratori es when t he upper
control I'imt of a CCV has been exceeded in a non-detect result.

Currently, thereis noway to differentiate between an i nstrunent that
has gai ned sensitivity and one that has drifted out of control when the
upper control Iimt of a CCV is ignored.

Adherence tothis policy will assure that all | aboratory-generated data
subm tted to ADEQ nmeets regul atory requirements and are legally
def ensi bl e.

Because ADEQi s a regul atory agency, conpliance results nust be able to
meet all | egal requirements. WWere CCVrequirenments are part of the
test method and where test methods are part of the regul atory
requi rements, then the CCVrequirenents as di ctated by the anal yti cal
met hod must be foll owed.

AUTHORI TY
A.A.C. R18-4-106 and R9-14-608.
The EPA met hods continue to be wwitten such that upper and | ower

control limts for the CCV are established and there is no
docunment ati on which permts onetoignore the violation of an upper



control limt in light of certain conditions.

DEFI NI TI ONS

ContinuingCalibration Verification Standard ( CCV)- Consi stsof an

al i quot of reagent water to which known quantities of the method
anal ytes are added by the | aboratory. The CCV' s purpose i s to determ ne
whet her t he net hodology is “incontrol’ by verifyingthelinearity of
thecalibrationcurve and to assure that the sanpleresults reflect
accurate and precise measurenents.

Dat a- - For t he purposes of this policy, datais defined as raw data
(exanpl es include but are not limted to calibration curves,
chromat ograns, spectras, injectionlogs, etc.) and does not i ncl ude
| aboratory reports. (Contact the QA unit for further information).

POLI CY

Froma regul ator's perspective, alaboratory nmust foll owthe nethod as
writtento ensure the anal ytical data generated i s defensible and can
survive the scrutiny of litigation. ADEQw || not accept test results
for regul atory purposes when t he CCV' s acceptance criteria have been
exceeded. This includes sanple results where the upper control limt of
t he CCV has been exceeded and the result is reported as non-detect.

However, i n the event a CCV exceeds its control limts for a detect
sanmpl e, ADEQal |l ows the | aboratory to either 1)recalibrate the entire
mul ti-point curve and reanal yze t he sanpl es or 2) performa one- poi nt
calibration as the nethod permts.

RESPONSI BI LI TY

The ADEQ QA/ @C staff will be responsi bl e, when revi ewi ng data for the
pur pose of reconmmendi ng to ADEQ programstaff to either accept or
reject such data, to ensure that the procedures outlinedinthis policy
are foll owed.

APPLI CABI LI TY

This policy is only applicabletothose methods which provide for a
one-poi nt cali bration and those water matrices for the anal ysi s of



vol ati | e organi ¢ conpounds (VQOCs), synthetic organi c conpounds ( SCCs),
and i norgani ¢ conpounds (1 OCs) anal yzed usi ng 40 CFR net hods (ex. 200,
500, and 600 series). This policy does not apply to those sanpl es
anal yzed using SW 846 nmet hods.

LABORATORY PROCEDURES

EPA and the ADEQQA/ QC Unit require that | aboratories whichelect to
recal i brateusing a one-point calibration nust denonstrate thereis
adequate instrunment sensitivity to detect a peak at the nmethod
reporting | evel for those contam nants. Therefore, tojustify reporting
sanpl e resul ts as non-det ect when the control limts of a CCV have been
exceeded, the | aboratory nust recalibrate using a standard at the
met hod reporting |l evel and re-run all the sanpl es or extracts after
t hat CCV.

The | aborat ory nust detect a significant peak for each anal yte reported
in the method reporting |level standard. A significant peak is
consideredto be one in which the peak is at least 3to 5 tinmes the
signal tonoiseratio (40 CFR, Part 136, Appendi x B, Procedure section
la).

Thi s ADEQ pol i cy provi des a neans for | aboratories to denonstrate that
sanpleresults are, infact, non-detect for target anal ytes. The et hod
reportinglevel standard nmust be analyzed (and determ ned to be
accept abl e) before reanalyzing any sanples in a run.

Non- det ect s:

To report a non-detect result using a one-point calibration, the
| aborat ory nust neet the foll owi ng requi renent: Establish the absence
of asignificant peak at theretentiontinme of the target anal yte. The
absence of a significant peak at the retention time of the target
analyteis defined as one whose response is |l ess than that of the
anal ytepresent inthelowl evel standard (whi ch nust be prepared at
the reporting limt) used for the one-point calibration.

Det ect s:

To report a detect result using a one-point calibration, alaboratory
must neet the foll ow ng requirenment: a one-point calibration nust be
performed so that the concentration of the one-point calibration
standardis within £20%of the concentrati on of anal yte detectedin a
sanmpl e.



ATTACHMENT

STATEMENT OF POSI TI ON

Ther e has been sone debat e anong t he | aboratory communi ty concer ni ng
continuing calibration verification (CCV' s) standards and non det ect
sanmpl es. Most anal yti cal met hods have establ i shed upper and | ower

control limts for CCV' s and when the recovery exceeds thoselimts the
met hod i s consi dered “out of control”. Recently, there has been a
gr owi ng consensus anong sone | aboratories that an anal ytical nmethodis
not out of control if the upper control Iimt of the CCVis exceeded
providingthe sanple is a non-detect. The reasoni ng here i s that the
i nstrument has sonehow "gai ned" sensitivity and if there were anyt hing
in the sanple, it would surely have been detected.

The ADEQ QA/ QC Unit understands this | ogic and recogni zes that it may
truein sone cases. However, thisis only one of several possibilities.
Anot her possibilityis that the analytical nethod is now out of
control. ADEQis concerned with the assunptionthat the 'data are not
i mpacted', asreported by | aboratori es when t he upper control limt of
a CCV has been exceeded i n a non-detect result. Currently, thereis no
way to differenti ate between an i nstrunent that has gai ned sensitivity
and one that has drifted out of control when the upper control limt of
a CCV is ignored.

As a regul atory agency, ADEQ cannot assume t hat each ti me t he upper
control limt is exceeded, it istheresult of increased instrunment

sensitivity Such an assunption canresult inthe court or the hearing
of ficer invalidating or dism ssingthe anal ytical results because an
i ntegral portion of the nethod's quality control has been omtted. The
ADEQ Qual ity Assurance\Quality Control Unit has di scussed t his subj ect
at length with EPARegion | X s Quality Assurance Managenent Secti on.

Regi on I X concurs with the ADEQ s QA\QC Unit’s interpretation. They
have further expressed their concern that i gnoring established upper
control limtsfor the CCVis not in line with "good | aboratory

science" and may invite abuse and even | aboratory fraud.



